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DETAILED ACTION 

Claim Objections 

1 . Claim 80 is objected to under 37 CFR 1 .75(c), as being of improper dependent 
form for failing to further limit the subject matter of a previous claim. Applicant is 
required to cancel the claim(s), or amend the claim(s) to place the claim(s) in proper 
dependent form, or rewrite the claim(s) in independent form. 

Claim 80 is identical to claim 12 therefore it is failing to further limit claim 1 1 . 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

3. Claims 60-62 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

4. Claim 60 recites the limitation "the deploying step" in line 3. There is insufficient 
antecedent basis for this limitation in the claim. 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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6. Claims 11-16, 21-25, 27-32, 38-42, 46-49, 51 , 54-56, 60-75, and 80-90 are 
rejected under 35 U.S.C. 103(a) as being unpatentable over Leschinsky et al. 
(5,853,421) in view of Ginn, et al. (6,626,918), or Ginn, et al. (6,391,048). 

7. Regarding the apparatus claims: 
Claims 11, 12, 16, 21, 22, 63, 67, 80. 85. and 89: 

Leschinsky discloses an apparatus for positioning a closure device within a 
passage, comprising: an elongate member (combination of components 66 and 54) 
comprising a proximal end, a distal end, and a lumen extending between the proximal 
and distal ends defining a longitudinal axis (Fig. 1-13); a closure element (68) 
deliverable from the elongate member (combination of components 66 and 54) for 
sealing the passage (Fig. 16-18); and a selectively expandable locator member (14, 
214), extending through the lumen (Fig. 14-16), the locator member (14, 214) 
comprising a distal portion (22 which extends from the loop (24) formed by the locator 
member) extending distally beyond the distal end of the elongate member (combination 
of components 66 and 54) (Fig. 14-16), the distal portion (22) comprising an elongate 
deflectable element (the distal portion deflects to form a J-shape end (16) as well as a 
loop (24) at the distal end) comprising a helically wound wire (14, 214 is a helical wound 
wire as disclosed in Col. 5 Line 16 and Col. 10 Lines 59-60) extending between a 
proximal end and a distal end, and having an intermediate portion therebetween (Fig. 1- 
3, 5, and 28-29), and a control element (12, 212, 228, 238) coupled to the deflectable 
element and passing through at least one coil of the helical wound wire (Fig. 1-3, 5, 28- 
29 where the control element is inside the helical wound coil and the control element is 
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connected to the distal end of the deflectable member as seen in the figures), the 
control element being movable axially for causing an intermediate portion of the 
deflectable element to buckle substantially transversely with respect to the longitudinal 
axis (Fig. 1-3 and 28-29 where the deflectable element forms a loop (24)) (Col. 1 1 Lines 
45-47). 

Furthermore Leschinsky discloses that the control element (12, 212, 228, 238) 
comprises a tether (the control element is a tether) extending along an outer surface of 
at least the intermediate portion of the helically wound wire (Fig. 28); a housing (73, 58) 
slidably coupled to the elongate member (combination of components 66 and 54) (Fig. 
11-13), the housing configured for releasably holding a closure element (68) (the 
housing is holding the closure element inside the elongated member in order to prevent 
it from being deployed accidentally, Fig. 10 where the closure element is being held 
inside the elongated member which is inside the housing 58); that at least a portion of 
the helically wound wire communicates with the body lumen when the helically wound 
wire is in the transversely expanded configuration (Fig. 6-7). 

Leschinsky discloses the claimed invetion disclosed above with the exception of 
the closure element being a clip instead of it being a fluid sealant. However, each of the 
other cited references disclose the use of clips to close vascular punctures, and the two 
Ginn references disclose that it was known to either supplement a clip closure with a 
sealant, or that a clip is a known alternative to the use of a sealant in closing vessel 
puncture wounds. Therefore, it would have been obvious to have either exchanged the 
closure sealant with a clip applying device as is taught by the cited teaching references, 
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or to add a clip applying device in combination with the sealant, as this has been shown 
to be an effective alternative to sealant alone in the sealing of vessel puncture wounds. 
Claims 13 and 64: Leschinsky discloses a deflectable element which forms in the same 
manner as the deflectable element of the applicant therefore if the applicant deflectable 
element at the intermediate portion has a cross-section in its buckled configuration that 
is larger than a cross-section of the distal portion, Leschinsky's deflectable element 
would have the same structure. 

Claims 14 and 65: Leschinsky discloses that the apparatus further comprising an 
actuator (244) on a proximal end of the elongate member (Fig. 15 and 29, where the 
actuator is at the proximal end of the locator member (Fig. 29) which in use extends 
through the elongated member (Fig. 15 where element 10 is the assembly of one of the 
embodiments which include the locator element)), the actuator (244) coupled to the 
locator member (14, 214) (Fig. 29), the actuator configured for moving the control 
element (12, 212, 228, 238) proximally for buckling the intermediate portion of the 
deflectable element (Col. 1 1 Lines 45-47)/ The force is applied by the operator at the 
proximal end of the device where the actuator (244) is located and by bucking the 
control element is moved proximally. 

Claims 15, 23, and 66: Leschinsky discloses that the elongate member (combination of 
components 66 and 54) and the selectively expandable locator member (14, 214) 
comprise cooperating detents (the loop (24) forms a detent at the distal end which does 
not allow that the locator member passes from a certain location through the lumen 
(second detent) of the expandable member) for substantially securing the selectively 
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expandable locator member axially with respect to the elongate member when the 
selectively expandable locator member is fully inserted into the elongate member. 
Claim 24: Leschinsky discloses that the apparatus further comprising an actuator (74) 
coupled to the housing (72) (Fig. 11-13), the actuator configured for advancing the 
housing distally to deploy a closure element therefrom (Col. 7 Lines (10-15). As the 
actuator (74) is pushed the housing is inserted closer to component 58 which allows for 
the closure element to be released. 

Claim 25: Leschinsky discloses that the apparatus further comprising a closure element 
(68) located within the housing (58) (Fig. 10 where the closure element is being held 
inside the elongated member which is inside the housing 58). 
8. Regarding the method claims: 

Claims 27- 29. 32. 38-40. 46. 47. 51 . 54. 56. 60. 68-70. 73. 81-84. 86-88. and 90: 

Leschinsky discloses a method for sealing a passage communicating with a body 
lumen using an elongate member (combination of components 66 and 54) comprising 
proximal and distal ends, and a closure element (68) deployable from the distal end of 
the elongate member (Fig. 16-18), the method comprising: providing a selectively 
expandable locator member (14, 214) coupled to the elongate member (combination of 
components 66 and 54) such that a distal portion 22 which extends from the loop (24) 
formed by the locator member) extending distally beyond the distal end of the elongate 
member (combination of components 66 and 54) (Fig. 14-16); advancing the distal end 
of the elongate member (combination of components 66 and 54) through a patient's skin 
towards the body lumen via the passage until the distal portion of the locator member is 
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located within the body lumen (Fig. 14-18); moving a control element (12, 212, 228, 
238) coupled to a deflectable element (the distal portion deflects to form a J-shape end 
(16) as well as a loop (24) at the distal end) to buckle the deflectable element on the 
distal portion of the selectively expandable locator member from an axial collapsed 
configuration to a transverse expanded configuration (Fig. 1-3, 5, and 28-29 where the 
deflectable element forms a loop (24)) (Col. 1 1 Lines 45-47), the deflectable element 
comprising a helically wound wire (14, 214 is a helical wound wire as disclosed in Col. 5 
Line 16 and Col. 10 Lines 59-60) extending between a proximal end and a distal end 
and having an intermediate portion therebetween (Fig. 1-3, 5, and 28-29) and the 
control element (12, 212, 228, 238) passing through at least one coil of the helical 
wound wire (Fig. 1-3, 5, 28-29 where the control element is inside the helical wound coil 
and the control element is connected to the distal end of the deflectable member as 
seen in the figures); manipulating the elongate member until the deflectable element in 
the expanded configuration contacts a proximal wall of the body lumen (Fig. 5-8), 
thereby providing a tactile indication of a location of the distal end of the elongate 
member relative to the body lumen (Fig. 5-16 and Col. 6 Lines 44-49); and deploying 
the closure element (68) from the distal end of the elongate member (combination of 
components 66 and 54) within the passage (Fig. 16-18). 

Additionally, Leschinsky discloses that the method further comprising 
withdrawing the elongate member and the selectively expandable locator member from 
the passage, leaving the closure element to substantially close the opening (Fig. 17-18); 
an introducing sheath (54) introduced into the body lumen (Fig. 7) and that more than 
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one instrument can be introduced through the lumen of the sheath (the member (66) 
and the locator member (14, 214) are introduced into the lumen through the sheath as 
well as the dilator (56)) (Fig. 7-15); that the housing (72, 58) is movable between a 
proximal position (Fig. 11-13) and a distal position (Fig. 14-16), the distal position being 
a predetermined distance from the deflectable element in its expanded configuration 
(Col. 6 Lines 44-49 and Col. 7 Lines 15-18); the step of advancing a closure element 
comprises advancing a housing (72, 58) along the elongate member (Fig. 10, 15, and 
16) until the closure element (68) reaches the predetermined location (15-17). 

Also refer to the rejections performed on the apparatus on the first part of this 
rejection. 

Leschinsky discloses the claimed invetion disclosed above with the exception of 
the closure element being a clip instead of it being a fluid sealant. However, each of the 
other cited references disclose the use of clips to close vascular punctures, and the two 
Ginn references disclose that it was known to either supplement a clip closure with a 
sealant, or that a clip is a known alternative to the use of a sealant in closing vessel 
puncture wounds. Furthermore, the clip disclosed by Ginn (6,626,918) has tines (874) 
which penetrate the tissue when deployed. 

Therefore, it would have been obvious to have either exchanged the closure 
sealant with a clip applying device as is taught by the cited teaching references, or to 
add a clip applying device in combination with the sealant, as this has been shown to be 
an effective alternative to sealant alone in the sealing of vessel puncture wounds. 
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Claims 30, 31 , 71 , 72: Leschinsky discloses that the body lumen comprises a blood 
vessel (44), and wherein the procedure comprises the delivery of a therapeutic agent 
(collagen is being used which is a therapeutic element). 

Claim 41: Leschinsky discloses that the selectively expandable locator member (14, 
214) is introduced into the lumen of the tubular member before the distal end of the 
tubular member (combination of components 66 and 54) is advanced into the passage 
such that the distal portion of the selectively expandable locator member is advanced 
through the passage into the body lumen as the distal end of the tubular member is 
located into the passage (Fig. 5-6). 

Claim 42: Leschinsky discloses that the selectively expandable locator member (14, 
214) introduced into the lumen of the tubular member (combination of components 66 
and 54) after the distal end of the tubular member is advanced into the passage (Fig. 
10). Once the distal tip of the tubular member (54) is introduced into the passageway it 
is then advanced forward where the locator member is inserted into the tubular 
member's lumen. 

Claims 48 and 49: Leschinsky discloses that the step of introducing the selectively 
expandable locator member comprises: disposing a tubular member (46) through a 
patient's skin into the passage until a distal end of the tubular member is disposed 
proximate the body lumen (Fig. 4); introducing the selectively expandable locator 
member (1 4,214) into a lumen of the tubular member until the distal portion of the 
locator member extends beyond the distal end of the tubular member into the body 
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lumen (Fig. 5); withdrawing the tubular member from the passage before advancing a 
closure element into the passage (Fig. 6-7). 

Claim 55: Leschinsky discloses that the cooperating elements comprise a marker (28, 
28') on the selectively expandable locator member (14, 214) (Fig. 6) having a 
predetermined relationship (distance D) with the distal portion of the selectively 
expandable locator member (Col. 5 Lines 30-33). 

Claim 61: Leschinsky discloses that the deflectable element is collapsed during the 
deployment step (Fig. 6). The deflectable element is inserted into the lumen in a 
collapsed state (the device is straight), once the deflectable member hits/attaches to the 
vessel wall it bends therefore the state in which it is inserted (Fig. 5) is interpreted as 
collapsed. 

Claim 62: Leschinsky discloses that the elongate member (combination of components 
66 and 54) comprises a tubular member (54), and wherein the distal portion of the 
selectively expandable locator member (14, 214) is retracted into the lumen after the 
deflectable element is collapsed (Fig1 6-1 7). 

Claim 74: Leschinsky discloses that the deploying step comprises advancing a 
housing (58) distally along an exterior of the elongate member (66) (Fig. 1 0 where the 
housing can be moved distally along the elongated member), the housing (58) having 
the closure element (68) detachably held thereto (the closure element (68) is held inside 
the elongated member therefore one the elongated member is inside the housing so will 
the closure element). 
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Claim 75: Leschinsky discloses that the housing (58) is movable between a proximal 
position and a distal position (the housing can be moved distally or proximally since the 
device needs to be removed from the body), the distal position being a predetermined 
distance from the deflectable element in its expanded configuration (Col. 6 Lines 44-49 
and Col. 7 Lines 15-18). 

9. Claim 50 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Leschinsky et al. (5,853,421 ) in view of Ginn, et al. (6,626,91 8), or Ginn, et al. 
(6,391 ,048) in further view of Janzen (5,437,631 ). 

Leschinsky in view of Ginn(s) teaches all the claimed limitations discussed above 
except for the step of introducing one or more instruments through the lumen of the 
tubular member into the body lumen prior to performing the closure of the blood vessel. 
However, Janzen discloses that introducing one or more instruments through the lumen 
of the tubular member (32) into the body lumen prior to performing the closure of the 
blood vessel (Fig. 2 and Col. 5 Lines 26-30). 

It would have been obvious to a person having ordinary skill in the art at the time 
the invention was made to provide Leschinsky in view of Ginn(s) with one or more 
instruments inserted into the lumen of the tubular member in view of the teachings of 
Janzen, since it is known in the art to use other medical devices inserted through a 
tubular member. 

Response to Arguments 

10. Applicant's arguments, see section IV in pages 24-25, filed on July 19, 2007, with 
respect to the rejection(s) of claim(s) 11,14-16,21, 23-25, 27-32, 38, 42, 54-56, 60-62, 
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68-75, 85-88, and 90 under 35 U.S.C. §103 have been fully considered and are 
persuasive. Therefore, the rejection has been withdrawn. However, upon further 
consideration, a new ground(s) of rejection is made in view of newly found prior art 
reference which has the limitations of the amended independent claims as well as the 
dependent claims as can be seen in the rejection above. 

1 1 . Applicant's arguments, see section IV in pages 25, filed on July 19, 2007, with 
respect to the rejection(s) of claim(s) 63-67 and 89 under 35 U.S.C. §1 03 have been 
fully considered and are persuasive. Therefore, the rejection has been withdrawn. 
However, upon further consideration, a new ground(s) of rejection is made in view of 
newly found prior art reference which has the limitations of the above mentioned claims 
as can be seen in the rejection above. 

12. Regarding claims 12, 13, 22, and 80-84 which were indicated as having 
allowable subject matter if rewritten in the independent form on the office action mailed 
on April 7, 2007; those claims have been regrettably withdrawn by the examiner due to 
newly found prior art reference. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to DIANNE DORNBUSCH whose telephone number is 
(571)270-3515. The examiner can normally be reached on Monday through Thursday 
7:30 am to 5:00 pm Eastern. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jackie Ho can be reached on (571) 272-4696. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



ID. DJ 

Examiner, Art Unit 3773 

/Darwin P. Erezo/ 

Primary Examiner, Art Unit 3773 



